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are authorized to request the submis-
sion of additional information under
§803.15 of this chapter.

(c) The Director and Deputy Direc-
tors, CDRH, the Director and Deputy
Director, OSB, CDRH, and the Director
and Deputy Director, DSS, 0SB, CDRH,
are authorized to grant or revoke ex-
emptions and variances from reporting
requirements under §803.19 of this
chapter.

[64 FR 4965, Feb. 2, 1999]

§5.99 Issuance of notices relating to
proposals and orders for debarment
and denial of an application to ter-
minate debarment.

The Director and Deputy Director,
Center for Drug Evaluation and Re-
search (CDER), the Director and Dep-
uty Director, Center for Veterinary
Medicine (CVM), and the Director and
Associate Director for Policy Coordina-
tion and Public Relations, Center for
Biologics Evaluation and Research
(CBER) are authorized to issue the fol-
lowing notices under section 306 of the
Federal Food, Drug, and Cosmetic Act
(the act) which relate to the assigned
functions of their organizations:

(a) Notices of opportunity for hearing
on proposals for mandatory or permis-
sive debarment.

(b) Notices ordering debarment when
opportunity for a hearing has been
waived.

(c) Notices ordering debarment where
the person notifies the agency that the
person acquiesces to debarment under
section 306(c)(2)(B) of the act.

(d) Notices of opportunity for hearing
on proposals denying an application to
terminate debarment under section
306(d)(3) of the act.

(e) Orders denying an application to
terminate debarment under section
306(d)(3) of the act when opportunity
for a hearing has been waived.

[61 FR 8215, Mar. 4, 1996; 61 FR 11545, Mar. 21,
1996; 61 FR 14375, Apr. 1, 1996]

Subpart C—Organization

§5.100 Officials authorized to make
certification under 5 U.S.C. 605(b)
for any proposed and final rules.

The following officials are authorized
to perform all the functions of the

Commissioner of Food and Drugs with
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regard to decisions made under the
Regulatory Flexibility Act (5 U.S.C.
605(b)), to certify that a proposed or
final rule, if issued, will not have a sig-
nificant economic impact on a substan-
tial number of small entities:

(a) The Associate Commissioner for
Regulatory Affairs (ACRA).

(b) The Director, Center for Biologics
Evaluation and Research (CBER).

(c) The Director, Center for Drug
Evaluation and Research (CDER).

(d) The Director, Center for Devices
and Radiological Health (CDRH).

(e) The Director, Center for Food
Safety and Applied Nutrition (CFSAN).

(f) The Director, Center for Veteri-
nary Medicine (CVM).

(g) Other FDA Officials authorized to
issue FEDERAL REGISTER documents.

[62 FR 48757, Sept. 17, 1997]

§5.101 Authority relating to waivers
or reductions of prescription drug
user fees.

The Director, Center for Drug Eval-
uation and Research (CDER), and the
Associate Director for Policy, CDER,
are authorized to perform all functions
of the Commissioner of Food and Drugs
relating to waivers or reductions of
prescription drug user fees under the
Prescription Drug User Fee Act of 1992,
as originally enacted and as reauthor-
ized by the FDA Modernization Act of
1997, except for the functions under 21
U.S.C. 379h(d)(1)(C) that pertain to sit-
uations where ‘“‘the fees will exceed the
anticipated present and future costs,”
on behalf of CDER, the Center for Bio-
logics Evaluation and Research, and
any other FDA center. This authority
pertains to waivers requested under the
public health waiver provision (21
U.S.C. 379h(d)(1)(A)); the barrier to in-
novation waiver provision (21 U.S.C.
379h(d)(1)(B)); the applications sub-
mitted under section 505(b)(1) and (b)(2)
of the Federal Food, Drug, and Cos-
metic Act waiver provision (21 U.S.C.
379h(d)(1)(D)); the small business waiv-
er provision (21 U.S.C. 379h(d)(1)(E));
and to requests for refunds of fees if an
application or supplement is with-
drawn after filing (21 U.S.C.
379h(a)(1)(G)); as well as waivers, reduc-
tions, or refunds requested on any
other basis except fees exceeding the
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